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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )K Responsive to communication(s) filed on 3/7/07 & 2/2/07 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-23 and 25-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-23 and 25-30 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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ACKNOWLEDGMENTS 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 3/7/07 
has been entered. 

2. The Examiner acknowledges receipt of the amendment filed 2/2/07 wherein 
claims 1, 25, and 26 are amended and claim 24 is canceled. 

Note : Claims 1-23 and 25-30 are pending. 

RESPONSE TO APPLICANT'S AMENDMENT/ARGUMENTS 

3. The Applicant's arguments and/or amendment filed 2/2/07 to the rejection of the 
claims made by the Examiner under 35 USC 103 have been fully considered and 
deemed persuasive. Therefore, the said rejection is hereby withdrawn. 

NEW GROUNDS OF REJECTIONS 
1 12 Rejections 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1-23 and 25-30 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 1-9. 11-14. and 23 : The claims as written are ambiguous because one 
cannot ascertain what is being claimed in independent claim 1. In particular, in lines 7- 
8 of independent claim 1 , it is disclosed that the water soluble contrast agent is 
incorporated into the calcium phosphate product 'in a ratio sufficient to produce said 
flowable material'. This phrase is vague and indefinite because it is unclear what ratio 
Applicant is referring to that is encompassed by the instant invention. Review of 
Applicant's specification indicates that that the ratio of the setting fluid and the water 
soluble contrast agent is such that the liquids to solids ration employed typically ranges 
form about 0.2 to 1.0 (see Applicant's published application, US 2005/0023171, 
paragraph [0027]). Thus, what appears in the specification indicates at what ratio 
Applicant's product is flowable, while the claim is ambiguous. Applicant is respectfully 
requested to amend the claim to set forth the ratio at which the product is flowable. 
Furthermore, it should be noted that since independent claim 1 is vague and indefinite 
all claims depending thereupon are also vague and indefinite. 

Claims 1-14 : The claims as written are ambiguous because it is unclear what 
conditions are necessary to determine that the flowable material comprises 'poorly; 
crystalline calcium phosphate mineral. Specifically, the term "poorly" in independent 
claim 1 is a relative term which renders the claim indefinite. The term "poorly" is not 
defined by the claim, the specification does not provide a standard for ascertaining the 
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requisite degree, and one of ordinary skill in the art would not be reasonably apprised of 
the scope of the invention. Likewise, the same is held true for claims 25-30 . Thus, 
those claims are also ambiguous. 

Claims 15-22 : The claims as written are ambiguous because one cannot 
ascertain what is being claimed in independent claim 15. In particular, in lines 7-8 of 
independent claim 1 , it is disclosed that the water soluble contrast agent is incorporated 
into the calcium phosphate product 'in a ratio sufficient to produce said flowable 
material'. This phrase is vague and indefinite because it is unclear what ratio Applicant 
is referring to that is encompassed by the instant invention. Review of Applicant's 
specification indicates that that the ratio of the setting fluid and the water soluble 
contrast agent is such that the liquids to solids ration employed typically ranges form 
about 0.2 to 1.0 (see Applicant's published application, US 2005/0023171 , paragraph 
[0027]). Thus, what appears in the specification indicates at what ratio Applicant's 
product is flowable, while the claim is ambiguous. Applicant is respectfully requested to 
amend the claim to set forth the ratio at which the product is flowable. Furthermore, it 
should be noted that since independent claim 1 5 is vague and indefinite all claims 
depending thereupon are also vague and indefinite. 

Claims 15-20 and 22 : The claims as written are ambiguous because it is unclear 
what time frame Applicant is referring to by the phrase 'a sufficient period of time to 
product a paste'. 
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COMMENTS/NOTES 

6. The above action is deemed necessary in order to clarify the instant invention. 
However, it should be noted that no prior art has been cited against the instant 
invention. In particular, the claims are distinguished over the prior art of record because 
the prior art neither anticipates nor renders obvious a product or method thereof 
comprising a calcium phosphate containing product having the limitations set forth in the 
instant invention. Furthermore, it should be noted that the closest art is Applicant's own 
work, US Patent Nos. 6,719,993 and 6,375,935, which are also directed to contrast 
agents. However, the patented inventions differ from the instant invention in that they 
do not suggest the incorporation of a water soluble radio opaque as in the instant 
invention. 

7. The following comments are respectfully made in regards to the pending claims. 
(1) Claim 5 does not further limit the invention because independent claim 1 has been 
amended to indicate that the radio opaque element is not calcium. Thus, it is 
respectfully suggested that the claim be canceled. (2) Applicant is reminded that the 
recitation that an element is 'capable of performing a function is not a positive limitation, 
but only requires the ability to so perform that function. Thus, such terminology does 
not constitute a limitation in any patentable sense (In re Hutchison, 69 USPQ 138). 
Hence, it is respectfully suggested that Applicant replace the phrase 'capable of setting' 
with 'that sets' in column 15, line 10. 
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Due to the fact that it is the Examiner's position that some of the 112 rejections need to 
be addressed in writing, a telephone call was not made to Applicant to make the 
changes over the telephone. 



examiner should be directed to D. L. Jones whose telephone number is (571 ) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



8. 



Any inquiry concerning this communication or earlier communications from the 
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Primary Examiner 
Art Unit 1618 
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